PROPOSED REGULATION OF THE
STATE BOARD OF HEALTH

LCB File No. R057-16

Section 1. Chapter 457 of NAC is hereby amended by adding thereto the following
provision:

1. The Division may impose an administrative penalty of 35,000 against any person or
organization who is responsible for reporting information on cancer who violates the
provisions of NRS 457. 230 and 457.250.

2. The Division shall give notice in the manner set forth in NAC 439.345 before imposing
any administrative penalty

3. Any person or organization upon whom the Division imposes an administrative penalty
pursuant to this section may appeal the action pursuant to the procedures set forth in
NAC 439.300 to 439. 395, inclusive.

Section 2. NAC 457.010 is here by amended to read as follows:
As used in NAC 457.010 to 457.150, inclusive, unless the context otherwise requires:

1. “Cancer” has the meaning ascribed to it in NRS 457.020.

2. “Division” means the Division of Public and Behavioral Health of the Department of
Health and Human Services.

3. “Health care facility” has the meaning ascribed to it in NRS 457.020.

4. “IMalispnant-ne N>’ 1haaon rilen enty 7 virilen M
—44}  “Medical laboratory” has the meaning ascribed to it in NRS 652.060.

5. “Neoplasm” means a virulent or potentially virulent tumor, regardless of the tissue of
origin.

6. “HPhysietant Provider of health care” means a {physietan} provider of health care
licensed pursuant to chapter {636-e+-6334 629.031 of NRS.

7. “Registry” means the office in which the Chief Medical Officer conducts the program
for reporting information on cancer and maintains records containing that information.

Section 3. NAC 457.040 is hereby amended as follows:

1. Except as otherwise provided in NAC 457.045, the types of jmalignant} neoplasms which
must be reported pursuant to NRS 457.240 fare-as—foHews:} shall be in conformance with
the International Classification of Diseases for Oncology, Third Edition (ICD-0-3)
standard classification system used to determine report ability which include:

a) All diseases with a behavior code of in situ and malignant disease; and
b) All solid tumors of brain and central nervous system, including the meninges and
intracranial endocrine structures with behavior code of benign, uncertain
malignant potential, in situ, or malignant disease.
2. The Chief Medical Officer shall review any revision or amendment to the standards
specified in subsection 1 to determine whether the revision or amendment is appropriate for
this State. Ten days after the standards specified in subsection 1 are revised or amended, a
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health care facility, a provider of health care, a medical laboratory, and other facilities that
provide screening, diagnostic or therapeutic services shall report information in conformance
with the revision or amendment unless the Chief Medical Officer files an objection to the
amendment or revision with the State Board of Health within 30 days after the standards are
revised or amended.
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Section 4. NAC 457.045 is hereby amended as follows:

Carcinoma in situ of the cervix uteri and cervical intraepithelial neoplasia. fendnoninvasive}
basalf;} and squamous cell carcinomas of the skin and prostatic intraepithelial neoplasia are not
required to be reported except as otherwise provided pursuant to NAC 457.040.

Section 5. NAC 457.050 is hereby amended as follows:

1.  Each health care facility and other facilities that provide screening, diagnostic or
therapeutic services, within six months of the patient’s admission, initial diagnosis, or
treatment of a neoplasm shall provide to the Chief Medical Officer information concerning
fmatignant} neoplasms by abstracting information on a form prescribed by the Chief Medical
Officer or a designee thereof, and report the information using an electronic means approved
by the Chief Medical Officer or the designee, unless an exemption from this requirement is
granted by the Chief Medical Officer.

2.  Except as otherwise provided in subsection 3, each health care facility and other
facilities that provide screening, diagnostic or therapeutic services shall abstract information in
conformance with the standards for abstracting information concerning {malignant} neoplasms as
defined by the North American Association of Central Cancer Registries (NAACCR), the
World Health Organization (WHO), the American College of Surgeons Commission on
Cancer (COC), and the National Cancer Institute Surveillance, Epidemiology, and End
Results Program (SEER). These standards and definitions are delineated in the following
publications: the NAACCR Standards for Cancer Registries, the WHQO International
Classification of Diseases for Oncology; the COC Standards of the Commission on Cancer,
Volume II, Facility Oncology Registry Standards (FORDS); and the SEER Coding Manuals.

3. The Chief Medical Officer shall review any revision or amendment to the standards
specified in subsection 2 to determine whether the revision or amendment is appropriate for this
State. Ten days after the standards specified in subsection 2 are revised or amended, a health care
facility and other facilities that provide screening, diagnostic or therapeutic services shall
abstract information in conformance with the revision or amendment unless the Chief Medical
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Officer files an objection to the amendment or revision with the State Board of Health within
H6} 30 days after the standards are revised or amended.

4. A health care facility and other facilities that provide screening, diagnostic or
therapeutic services which does not use the staff of the Division to abstract information from its
records shall-cause to have abstracted and reported to the Division the fmalignant} neoplasms
listed in NAC 457.040 in the manner required by this section.

g : e e e e e L e D e e L er} If
a health care facility or other facilities that provide screening, diagnostic or therapeutic
services fail to report cancer information, the registry shall notify the facility in writing of that
fact. After notification the facility shall be given up to 30 working days to be in cancer
reporting compliance or shall be subject to fees described in NAC 457.150 and may be
subject to administrative penalties as set forth in Section 1.

Section 6. NAC 457.053 is amended as follows:

1. A medical laboratory that obtains a specimen of human tissue which, upon examination,
shows evidence of cancer shall, within 10 working days after the date that the pathology report is
completed, provide information concerning its findings to the Chief Medical Officer using an
electronic means approved by the Chief Medical Officer or a designee thereof.

2. The information provided by a medical laboratory pursuant to subsection 1 must include,
without limitation:

(a) The name, address, date of birth, gender and social security number of the person from
whom the specimen was obtained;

(b) The name and the address or telephone number of the physician who ordered the
examination of the specimen;

(c) The name and the address or telephone number of the medical laboratory that examined
the specimen,;

(D) The final diagnosis from the pathology report; and

(e) Any other relevant information from the pathology report, including, without limitation:

(1) The anatomical site of the lesion;

(2) The size of the lesion;

(3) The stage of the disease and the grade of tumor;
(4) The lesion margin status, if available; and

(5) Lymphatic involvement, if available.

3. If a medical laboratory fails to report cancer information, the registry shall notify the
medical laboratory in writing of that fact. After notification the medical laboratory shall be
given up to 30 working days to be in cancer reporting compliance or shall be subject to
administrative penalties as set forth in Section 1.

Section 7. NAC 457.057 is hereby amended as follows:
1. HeExeeptasotherwiseprovidedin—subsection3—aphysictant A provider of health care

who has a case in which he or she diagnoses a patient as having feaneer} a neoplasm or provides
treatment to a patient with feaneer} a neoplasm shall, within {468} 30 working days after the date
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of the diagnosis or the date of the first treatment, provide information to the Chief Medical
Officer concerning the case on a form prescribed by the Chief Medical Officer or a designee
thereof, or by an electronic means approved by the Chief Medical Officer or the designee.
2. Information provided by a physician pursuant to subsection 1 must include, without
limitation:
(a) The name, address, date of birth, gender, race, fe+} ethnicity, and social security number
of the patient;
(b) The name and the address or telephone number of the physician making the report;
(c) The date and final diagnosis from the pathology report; and
(d) Any other relevant information from the pathology report, including, without limitation:
(1) The anatomical site of the lesion;
(2) The size of the lesion;
(3) The stage of the disease and the grade of tumor;
(4) The lesion margin status, if available; and
(5) Lymphatic involvement, if available.
(e) Any clinical laboratory test results, including:
(1) Biomarker test results, if available; and
) Genetlc test results, lf avallable

! : : If a prowder of
health care fails to report cancer information, the reglstry shall notify the provider of health
care in writing of that fact. After notification the provider of health care shall be given up to
30 working days to be in cancer reporting compliance or shall be subject to fees as described
in NAC 457.150 and may be subject to administrative penalties as set forth in Section 1.

Section 8. NAC 457.060 is hereby amended as follows:

All documents in the possession of the registry which contain names of patients, {physicians}
providers of health care, thospitalst health care facilities, other facilities that provide
screening, diagnostic or therapeutic services or medical laboratories are confidential except the
list of names of thespitals} health care facilities, other facilities that provide screening,
diagnostic or therapeutic services, and providers of health care which report information to the
registry and the list of names of medical laboratories which report information to the registry.

Section 9. NAC 457.090 is amended as follows:

1. If confidential information of the registry is to be mailed to a {physieian} provider of
health care or health care facility, the envelope or container must be addressed directly to the
Iphysietant provider of health care or to the person designated by the health care facility to
receive such information.

2. The Chief Medical Officer shall keep a list of the persons who have been designated by
the chief administrator of the health care facility to receive confidential information of the

registry.
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Section 10. NAC 457.110 is amended as follows:

1. The Chief Medical Officer or person employed in the registry shall not disclose the
existence or nonexistence in the registry of a record concerning any patient or disclose other
information about the patient except to:

(a) The {physieiant provider of health care who treated the patient;

(B) {Fhehealtheare} The facility where the patient was treated,

(c) JA—healtheare]} Any facility or a registry connected with that facility which has
participated or is participating in treating the patient; or

(D) A qualified researcher in cancer.

2. If arequest for information about a patient is made over the telephone by the fphysietant
provider of health care who treated the patient or by a representative of the fhealth-eare} facility
in which the patient was treated, and the caller is not known to the employee who receives the
call at the registry, the employee must verify the identity of the caller in the manner described in
NAC 457.130.

Section 11. NAC 457.120 is amended as follows:
The Chief Medical Officer or person employed in the registry may provide confidential medical
information in the registry concerning a patient’s medical treatment for cancer with any fhealth
eare} facility, or registry connected with the facility which has participated or is participating in
treating that patient’s illness if the person seeking the information:

1. Has been identified in the manner described in NAC 457.130;

2. Furnishes the employee of the registry with specific information, other than the patient’s
name, which is sufficient to identify the patient without using his or her name; and

3.  Gives assurances to the employee of the registry that the confidentiality of the
information will be maintained to the same extent as is required in NAC 457.010 to 457.150,
inclusive.

Section 12. NAC 457.140 is amended as follows:

1. A person who desires to use the confidential records of individual patients or the
statistical data of the registry for the purpose of scientific research into cancer must apply in
writing to the Chief Medical Officer. The applicant must:

(a) Set forth in the application:

(1) His or her qualifications as an epidemiologist, {physician} provider of health care or
employee of a bona fide program of research into cancer or other qualification for using
confidential information and statistical data in the registry; and

(2) A description of the research project in which that information will be used.

(b) Sign a statement, on a form furnished by the Chief Medical Officer or a designee thereof,
in which the applicant agrees not to make any copies of the records, and to maintain the
confidentiality of the information in the records in the manner required by NAC 457.010 to
457.150, inclusive.

(c) Agree to submit to the Chief Medical Officer or the designee for review and approval
any proposed publication which is based on or contains information obtained from the registry.

2. The Chief Medical Officer or the designee must:

(a) Before a researcher is allowed access to information in the registry, make a written
finding that he or she is qualified as a researcher and has a need for the information; and

-2
Agency Draft of Proposed Regulation R057-16



(b) Before any material based on or containing information from the registry is published by
the researcher, examine and give written approval for the proposed publication.
(Added to NAC by Bd. of Health, eff. 12-3-84; A 1-24-92; R075-98, 11-18-98)

Section 13. NAC 457.150 is amended as follows:

1. A health care facility, other facilities that provide screening, diagnostic or therapeutic
services, and providers of health care a fee of ${32} 250 for each abstract prepared by the
Division from the records of the faczltty or the provzder of health care. {th%hea#h—ear%faeﬁr—%y

2. A medlcal researcher {er—etheeperseﬂ—wheebmms—mfermaﬂeﬂ—frem—éhﬁegﬂ%w} a fee
of 1$35} 8200 or the actual cost of furnishing the information, whichever is larger.
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